
to your letters to the Food and Drug 
7,2QUf and November 14,2QUf. Yam letters respcm 

Qur verbal request for ad~~Q~~ infOrmati0~ ed 
e pruducts Natural Brw&,ial. Syrup fur Children 

as a basis far ~~ne~~~g at these pruducts eared to be drngs mder 
Federal Food, Dmg$ and Casmetic Act (the Act). 

n yap letter you stated that you intend to revke s 

.3~3(~)~6) and we have 
on these statenlents. 

sserted that the ~r~d~c~ also did not appear ta rncei 
lement in 21 ‘UXLC. 32 because they were not “‘intended 
setion ofl the fact that inten 

re~r~sen~~~n evidenced the products appeazmd 
to ingestive. In stated that you did 

s~te~ent was either a disease clah or a s~c~e~~~~~n claim. hste 
is merely a ehi.m that is “‘a reference to a property of the syrup vehkle”” 

duct* You cited s~t~~~ made by FDA in seveml ~v~~~~~~~~~~~ (OTC) 
ve Final M~n~~~~s reg~d~g the use of the term ‘“soothe’” in c OTC 

&~~~~~~~d remedies and asserted that these statements by estabIi&ed that s~t~e~~ 
“sootbe” could be made to desctibe a Q e product but that the use of 
was not relevant to es~b~is~ng the i~~~~d use af the product, 



y within the scope of21 USC, 343(~)(6). The 

when labeled far 
thmat use. 

e contact us if we may be of er ~sis~ce, 
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